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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)^ Responsive to communication(s) filed on 03 February 2005 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
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4) [3 Claim(s) 2-5,7-13,15 and 16 is/are pending in the application. 
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5) Q Claim(s) is/are allowed. 

6) IEI Claim(s) 2-5, 7-13, 15, and 16 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 19 v 
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application from the International Bureau (PCT Rule 17.2(a)). 
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DETAILED ACTION 

Applicants' arguments, filed February 3, 2005, have been fully considered and 
they are not deemed to be persuasive. Rejections and/or objections not reiterated from 
previous office actions are hereby withdrawn. The following rejections and/or objections 
are either reiterated or newly applied. 

Status of the Claims 

Claims 1, 6, and 14 are cancelled. 
Claims 2-5, 7-13, 15, and 16 are pending. 
Claims 2-5, 7-13, 15 and 16 are rejected. 

Claim Rejections ■ 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claim 2 recites the limitation "the sequence database" in line 1. This limitation 
does not appear previously in the instant claim or in the claim from which it depends. 
There is insufficient antecedent basis for this limitation in the claim. 

Claim 3 recites the limitation "the sequence database" in line 1. This limitation 
does not appear previously in the instant claim or in the claim from which it depends. 
There is insufficient antecedent basis for this limitation in the claim. 
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Claim 4 recites the limitation "the mass spectrometry" in line 1. This limitation 
does not appear previously in the instant claim or in the claim from which it depends. 
There is insufficient antecedent basis for this limitation in the claim. 

Claim 5 recites the limitation " the mass spectrometry" in line 1 . This limitation 
does not appear previously in the instant claim or in the claim from which it depends. 
There is insufficient antecedent basis for this limitation in the claim. 

Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(a) the invention was known or used by others in this country, or patented or described in a printed 
publication in this or a foreign country, before the invention thereof by the applicant for a patent. 

Claim 2, 4, 5, 7, 8, 11-13, 15, and 16 are rejected under 35 U.S.C. 102(a) as 
being anticipated by Yates III (Journal of Mass Spectrometry, January 1998). 

Regarding claims 8, 12, 13, and 15, Yates III teaches a method for using 
sequence databases to identify amino acid sequence obtained by mass spectrometry 
wherein the database is searched for intact, undigested proteins (page 7, column 1, first 
full paragraph; page 7, column 2, last paragraph); a sample that comprises a plurality of 
proteins from one or more unknown microorganisms (page 13, column 2- page 14, 
column 2); a database where molecular weight is deduced from nucleotide or protein 
sequence information (page 7, column 2, last paragraph - page 8, column 1 and Figure 
3). 
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Regarding claim 2, Yates teaches the database may be a protein sequence 
database (page 8, Figure 3). 

Regarding claim 4 and 5, Yates teaches that data may be obtained by 
electrospray on a time of flight or a MALDI-TOF (page 5, column 1 and 2). 

Regarding claim 7, Yates teaches performing mass spectral analysis on a 
sample comprising one or more microorganisms (page 13, column 2- page 14, column 
2). 

Regarding claim 1 1 , Yates III teaches the method can comprise enzymatic 
digestion of a protein sample (page 7, column 2, first full paragraph). 

Regarding claim 16, Yates teaches inputting molecular weights from a mass 
spectrum as in claim 16 (page 8, column 1 and Figure 3). 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
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not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 3, 9, and 13 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Yates III (Journal of Mass Spectrometry, January 1998) in view of Wang et al. 
(Rapid Communications in Mass Spectrometry). 

Yates III is applied as above. 

Yates III does not teach where the sequence database is a nucleotide sequence 
database or wherein the sample comprises at least two different species of 
microorganisms. 

Regarding claim 3, Wang et al. teach that the mass spectral patterns should be 
used to identify and search for protein biomarkers via their observed masses, rather 
than relying on spectral pattern differences such as differences in spectral peak 
magnitudes, and that an integrated approach using these protein masses can involve a 
peptide database (the sequence database can be a protein sequence database) or 
relating the protein masses to gene sequences that code for their production (the 
sequence database is a nucleotide sequence database (see page 463, column 2; 
paragragh 4; and page 459, column 1 bridge paragraph). 

Regarding claim 9, Wang et al. teach that one goal is to be able to identify and 
differentiate between different species of bacteria cells present in 'real world samples' 
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(the sample comprises at least two different species of microorganisms (page 456, 
column 1, paragraph 1). 

It would have been obvious to one of ordinary skill in the art to combine the 
teaching of Yates III with the methods of Wang et al., since Yates III and Wang et al. 
both teach methods for identifying proteins in a sample by using mass spectrometry 
results to search peptide/protein databases. Furthermore, Wang et al. suggest a 
method that combines MALDI, electrospray ionization, enzyme chemistry, tandem MS 
and peptide database is being developed. Yates III discloses all of these methods in his 
review of mass spectrometry. 

Claims 13 and 9 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Yates III (Journal of Mass Spectrometry, January 1998) in view of Yates III et al. (US 
5,538,897). 

Yates III (Journal of Mass Spectrometry) is applied as above. 

Yates III does not teach wherein the sequence database comprises NBCI, Swiss 
Prot, or EMBL database. 

Yates III et al. (US 5,538,897) teaches the sequence database may be GenBank, 
Swiss-PROT, or EMBL database as in claim 10 (column 3, lines 53-67). 

It would have been obvious for one of ordinary skill in the art to combine the 
above references to gain the benefit o having more databases to which to compare 
protein data. The same author discloses both references, and Yates III (Journal of 
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Mass Spectrometry) reviews the method disclosed in Yates III et al. (US 5,538,897) on 
pages 9-12. 

Applicant's Response 

The applicant's response is now moot in light of the newly applied art in the 
instant office action. However, the Examiner would like to note that claim 13, as it is 
written, also encompasses determining molecular weight with peptides, not just intact 
undigested proteins. Claim 13 states that a database is searched for the molecular 
weight of whole proteins whose molecular weight was determined from a mass 
spectrum of a sample. There is no limitation, in the claims, on how the mass spectrum 
is to be performed. Furthermore, a search may be conducted for intact undigested 
proteins without using the intact undigested protein. For example, a marker may be 
used to search for a gene in a gene database. The actual entire gene sequence is not 
used, however the marker is sufficient to search for the gene. Similarly, a method a 
protein or protein fragment may be used to search for the molecular weight of intact 
proteins. 

Contact Information 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jerry Lin whose telephone number is (571) 272-2561. 
The examiner can normally be reached on 6:30-3:00, M-F. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin Marschel, Ph.D. can be reached on (571) 272-0718. The fax phone 
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number for the organization where this application or proceeding is assigned is 703- 



Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



872-9306. 




JL 



5/sK 



